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COMMENTS CF THE TCBACCO [¥STITUTE CN TYE
PACPCSED REGULATION COF CICAPETTE
FILTERS A5 MEDICAL DEVICES
(Deoxket Mo, 77D-0367)

Cn September 27, 1577, the Anesthesiolcgy Cevice
Classification Panel (an FDA adviscry committee) racocmmended
that “filters, tobacco smoke, attached" and "filters, tobacco
smoke, unattached"” be classified as Class III devices under
the 1976 Medical Device Amendments to tha Federal Fcod, Drug,

and Cosmetic Act. I the Federal Register of November 2%, 1377

(42 Fed. Reg. 60792), FDA anncunced that the Panel's recommen-
dations were available for public review and invited the sub-

mission of information, data, and views on them,

These comments are submicted by The Tobacco Institucte,

Inc., a4 nonprofit assoclation representing major manufacturers
of cigarettas, wish respect to the FPanel's recommendation on

attached Eilte:s.-/ The recommendation that cigarette filters
e regarded as medical devices :s legally erroneous and should

not he adopted by FDA.
Introduction

Tha Panel came to consider the status of cilgarecte

filters in an unusual way. Cigaretta filters wera not on

*/ Trase corpents do ncet deal witn the recommendation on

- unattached filters. LUnattached filters are a product
wholly different from filter cigarectes, sold by a diffarent
group of manufacturers, and with different labeling.
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c~e list of medical devices drawn up by FDA and presenczed to
“re various classificawion zanels for consideration. Instead,
=~e rssue of whether cigarette filters are devices was first
raised 3y Aaron Levine, a wWashington lawyer and the consumer
regresentative on the Pulmonary Device subcommittee of =z-ne
Anesthesiology Panal. In the last sessicn tefore the final
report of the cormittee was dues, HMr. Levine made a presentacich
“o the Panel, which then adopted his recommendation that
cigarette filters be classified as Class III medical devices.
It is not surprising thac FDA did not list cigarezza
filters as medical devices, since they are not and cannot De so
regarded under the provisions of the Federal Fcod, Crug. and
Cosmetic Act. [ecades after filter cigarsttes appeared on tre
market, and 40 years after tha Act was passed by Ccngress, the
claim that cigaretta filters are medical devices has first been
raised. This sudden interest in cigarette filters is not due
0 some new change that rnow subjects them to FCA jurisdiction.
rnstead, the noticn that cigarstte filters are medical devices
ig sizply a variation on recent efforts ¢2 cersuade a federal
agency to assert unauthorized jurisdiction over cigarettes.
Thaere have been a number of such attempts to distorn

regulatsry statutes intended for other purposes in an effort
to reach cigarettes. Several years ago antismoking partisans
tried to have the Cansumar Product Safety Commission take
<y were a

srisd.czicn Jver cigarettes on tie ground that th

4
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"hazardouys substance." This actempt was quashed by Congress.
More recently, FIA was asked {but properly declined) o take
surrsdiction over cigarettes cn tihe thecry that tneay were
drugs == tha same theory that zne Federal Tride Cammissicn rad
sut forward 25 years earlier unt:il it was rejlected Dy cthe
courts. MNow, once again TOA i3 urged to take jurisdiczicn
cver cigarettas, this time on the theory that filter cigar-
atzes (camprising tha vast majority of all cigarectes) are .o
realizy medical devices -- a conclusion heretofore never
argued despite the intensity of the smoking and health con-
troversy and the long history of FDA regulation of medical
devices.

As thase corments will show, cigarette Iilzers are
not "devices” under the Federal Food, Drug, and Casmacic Acct.
A product may be classified as a device only Lf Lts Tanu-
facturer represents it as useful in preventing or mitigating
a disease, and such representaticns are not made for filter
cigarectes. No health claims ara mada for filter cigarettes,
and under the law, no determiracion that cigarette filcers are
devices can ce based either on conjecturs about purchasers'
motivaticns or on ranufacturers' disclosures concerning smoke
components.

It will alsc be shown in thess comments that any
assarticn by FDA of jurisdiction over cigaretts filtars would

te unlawful tecause such regulation would cgnflict with
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Sfederal legislation dealing specifically with cigarettas,
This leagislactiaon crecludes lise of the essential mechanisms
Sy which TZA regulates medical Zevices and, =mere jenerailv,

makes slear the congressional intent =hat adminrstrative

agencires such as FCA are not to regulate cigarettes.

I. Cigarette Tilters Are Not Cevices

Under clearly established law a product may e regu-
lated as a medical device under the Federal Food, Drug, and
Cosmetic Act ("the Act") only if the seller makes health
claims for tha product. No such claims are made for filter
Cclgarattes, Nor can any such claims be i1nferred from cigarette
advertising or from speculation about consumers' intentions.
Accordingly, filter cigarettes are not subject to regulation
as medical devices.

A. The . Segller's Representations Determine Whether Cigarette
filters Ara Cevices,

Section 201(h) of zhe Act defines the term “"device”

o nean

an instrument, apparatus, implerent,
machine, contrivance, implant, in vitro
reagent, or cother similar or related
article, including any component, part,
or accessery, which is --

(1) racognized in the official National

Formuldry, or the United States Pharma-
ccpelia, or any supplement to them,
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{2) intended for use ip the diagnosis of
2di5ease or osther condisions, or in the
<uL&, TiLIlGATIQN, tIeatMment, or sreven-
tion of disease, 12 man c¢r cther animals,
sr

{3) intended to affect tme structure or

any function ¢f the body of man or other
animals, and

which does not achieve any of its principal

intended purposes through chemical acrian

within or on the zody of man or other

in.mals and which i3 not dependent upon

Seing metabolized for the achievemant of

any of ics principal intendaed purposes,

In support of their positicn that Cigaretta filcers
should be regulated as devices, Mr. Lavine and Or. Ream, the
Panel chairman, both contended that filters are "intended for
use in the . . . mitigation or prevention of disease.”
(Tr. 114, 129.) ©No other statutory clause was cited at the
meeting, and none is even arguably applicable.

Court decisions make clear that the "intended” uses
of an article are determined by reference to ths representa-

ticns and claims that are made in 1ts labeling., advertising,

or other promotion. See, e.g., MYaticnal Nutriticnal Foods

Ass'n v. FDA, 504 F.2d 761, 789 (24 Cir. 1974), cerec. denied,

420 U.S5. 946 (1975); United States v. An Articls . . . "Sudden

Change,” 439 F.2d 734, 7139 (2d Cir., 1969}: United Statas v.

Article cf Drug 8-Complex Chalincs Capsules, 3§82 F.2d

923 {3d Cir. 1966); Nature Food Centres, Inc. v. United States,

JL2 b.id a7 (lst Ciz. 1252), caerw. danrad, 371l U.3. 388 (13811
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United States v, 46 Cartons

-+ Fairfax Cigarettes, 1131 -

£

Supp. 336 (D.N.J. 1353).

Thls legal zrinciple was mcsc recently statad :n

Mational Nutritignal Faocds Ass'n v, Machews,

557 F.2d4 325 (24
Cir. 1377), in which the c¢aurt of appeals upheld a decision
invalidating an FDA regulation that had declared hign-upoter:zw
formulacions of vitamins A and D to he "drugs” within the
meaning of the Act without regard to their sellers’ clayms.
FDA's thecry was that these formulaticons were drugs because
Tany perscns in fact used them for therapaeutic pPurgoses., In
rejecting this theory, the court said: “The vendors' intent

in selling the product to the public is tha key element in this
[

statutory definitien.” $57 F.2d as 333.°

The teaching of ~hese decisions is that a carticular
use may be considered to be a product's intended use enly Lf
the seller has affirmatively made representations that the
product is suitable for such use. The courts' concern in
these cases was not with the actual effects of the preduct or

with the purchasers' Lntencions, but only with the sellers'

claims.

This approcach is consistent with and, indead, is

required by the Act's legislative history. Congress intended

*/ So far as is Televant here, the definition of "drug" under
- the Act is identical to tha "davice” definition. Both
definitions regquire that the article be "intendsd for use i
tha . . |, mitigat:ian or prevenzicn of l.seasa.” I2e

§ &3l733 (L) and (nj(2) of zhe Act.
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Lo place the manufacturer ip control of hise Product's fegula~
SOry status; only tha Tanufactyrap's claims were to te czpn-
Sidered :p asce:tainlng whether rpa had Jurisdiceyion over rthe
sroduce;

The manufactyrap of the article through
his Fepresentationg ;p connection with
its sale, cap determing the use o which
the article ig to be put. por éxample,

g gum can bring
nition of drug
fapresenting
uvivocally ag a

his produce within the defi
and escape thate of food by
the arcicle fairly and uneq
drug produce.

5. Rep, ¥vo. 361, 74th Cong., lst Sess. 4 {1l935),

In denying a Petition to have cigarettas regqulatad

as drugs, FpA recently acknowledged thae the seller’

sentations are dispositive.

$ repre-~

Commissioner Kennedy stated:

The petitionars have presented no evidence
that manufacturars or vando
represant that the cigarettas are "intended
Tucture or any functien of
the body of man ., , =« 2l u.s.c. g 121490 (1) (Cy.
Statemancs by the Petitioners and citations
in the peticion that cigarasttes are used by
smckers to affact the structure or any func=
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Such intent by che

of cigarettes, ags required under the provi-
sions of 21 yU.5.C. g JZl(g)(l}(C).:/

L/ lLetter from Ocnald Xennedy,

Commissione: of Food ;nd
to Mr. John F. Banzhaft, data

Drug-! ’
d Cacember 5, 1977,
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This letter properly applies thae clear Principle establighed

Ly the courts and the legislatjive history of the Act: Thae

seller's representations are the tasis for determining =he

intended use of a product.

8. The Anesthasiolo Panel's Recommendation Is Basad cn
An _Erroneous Le a¥ Standard Since Filter Cilgaretce
£ Taims.

Manufacturers Do Not VMake Health C

Health claims are not made for clgarette filters.

Any review of cigarette labeling and advertising plainly
reveals that filter cigarettes are being sold only for their
taste, smoking enjoyment, and ralataed characteristics. Manu-
facturers do not represent that cigaretteg prsvent or mitigate
diseases. Since, as hag bean shown, a manufacturer's represen-
tatcions determine his producet's status, the PFanal should havae
concluded that filter cigarattes are not devices.

At least one cf the Panel membars based his determin-
ation ﬁhat cigaretts filters are devices on matters unrelated
to the seller's claims. DOr. Downes stated his view that the

manufacturer's claims were irrelevant:

And therefore whether the industry claims

it or not{,] the fact is they are interpreted
by a significant percentage of tha gencral
public as devices that mitigate against
diseass. S0 I see no problem in my mind in
classifying it as a madical davice.

(Tr. l41).
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Eilter -

igarettes that ¢

In hig Statemene L9 tha Pane], Mr.

Lavine Presentad a handful
ofF advertxsements which he <ons

Crued ag Making healeh Slaims,
althoyugh he admictray that the Claimg he Percejveyg in these
advertlsements wWere noe Sbvioygy

"innuendg* in the
decxding that Clgareteg filtars ware madicy]
deviceg {(Tr. 133.34,
In Summazry, the Panal'y recommendaticn ippears o
have Laeep Predicaved 4
law,
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The only healch

even in the View of the

has the burden g¢ Proof

h the existence of facty Recessary

the Panal's relianca

LG 2005361

PR S0P WY |

B n
odent PARNE) 8T Mg SNPNE) bH0S )

L ! : g m
:”n!”"”“‘ ‘

'H AN
IYEENHILANG } GNY 83777



- 10 -

on alleged insinuations in advertisements ;g clearly an :sace-

quace hasis for rejulacory acticn.

At any rate, aven if the few advertisements 2xamined

by the Parel were determined to -a making health ¢laims, chat

determination would apply only to the advertised cigarectes
L]

and not to other hrandg.™ The claims made by cne vendor

regarding a particuylar product may not be attributed to ocher

vendors or to similarp products. Ffor example, :t has Leep

firmly astablished that drug claims madae for one brand of

Cigarettes do not result in other brands of cigarattes Leing

regarded as drugs. Compare Federal Trade Comm'n v. Liggate &

Myers Tobaceco Co., 108 F.

SUPP. 573, 575 (S.D.N.Y. 1952), afs'd

203 F.2d 958 (22 cir. 1953), with Unitad States v. 354 Bulk

Cartons . . . Trim Reducing

(D.N.J, 1959},

-Aid Cigarettes, 173 F. Supp. 847
By the same token,

the advertisements examined

by the Panel cannot support the notion that filtar Clgarattes

4s a class are subject to requlatiaon as devicas,

In short, there igs N0 evidence whatever thae fileer

cigaretca ranufacturers make representations that their pro-

ducts pravent or mitigate disease. Accordingly, filtar cigar-

ettes may rot lawfully be classified as davices under the Act.

*/ Dr. Dorsch's comments 1ndicate tha

¢t she recognizad tMis
resulec, 3Sea Tr. 139,
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C. Yo dealth Cla:im Can 3e Inferred,

Althcugh we think this aspect of the decision s un-
Justified, cne court has recognized an exception to the ceneral
rule thar intended use L5 determined solely by a vendor's

tepresentations. In National Nutritional Foods Ass'n v. tCA,

504 F.2d4 751, 788-89 (2d Cir. 1974), the court held in effect
that a substance could be presumed to be intended for drug use
if it was in practice used "almost exclusively” for therapeutic

purpoges, See National Nutritional Foods Ass'n v. Mathews,

557 F.2d 325, 336 (2d Cir. 1977); National Nutritional Foocds

Ass'n v. Weinberger, 512 F.2d 688, 703 (2d Cig. 197%).

The court nevertheless invalidated FDA's attempt to
classify as drugs all products containing more than spacified
amounts of vitamins and minerals, noting that "a significant
number of persons have indisputable nutriticnal need for
gotencles exceeding the upper limics . . . ." 540 F.2d at 7§9.
Therefore nc assumption could Se made that ths products were
being used almost exclusively for therapeutic purposes.

As the court stated, " [T]!he vendor of such a product can in
good faith intand it for nontherapeutic use.” Id.

Even 1f the exception apparantly recognized {but not
applied) in this case were correct, cigaretts filters could
not be presumed to be intended for a medical purpose. Ffilter
Cigarettes are sold and purchased for reasons having no rela-

TLi3A tQ InC Dltlyation or sreventlion of Jiseasa.
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A primary notivation for che purchase of filtar
clgarecces s taste -- filter cigarectes are milder in -aste
than unfilcerad cigarettes. Thae preference for filter crszar-
erzas that has developed in recent years farallels zha change
Ln taste .n other products. for example, the zrend 1n sales
of alcoholic teverages has been away from stronger tasting
liquors, such as scotch and bourbon, toward lighter :zasting
for tasteless) drinks, such as vodka and wines. Over the years,

taste in coffee has similarly changed from stronger to lighter
types. And tracking these trends in flavor prefesrence have

been analogous changes in other product lines -- such as in-
creasad dasire for simplicity in design and the "natural look".
in cosmetics. It is not surprising that these consumer tastas
should be reaflected in increased sales of nilder tasting filter
cigarettes and reduced consumption of stronger tasting unfiltered
brands.

The esthetic advantage of filter cigarettes is un-
doubtedly also a factor to many consumers and has hbeen since
their introduction. A filter prevents tobacco particles from
entering =he sroker's mouth, which is a consideration many
smokers find desiratle,

Finally, the influence of fashion cannot te dis-

counted. Some cigarette brands are more fashionable than

cthers, and tha filter plays a part in their appeal.
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In shore, avan under eohx

€ criterion annocunced ip

Yacional Nurriticpnal Foods, fils

8r cClgarettas are not de

vices,
been no showing, nor zould th

There hags ere e any showing,

that filter cigaretreg are used "almost exclusively" fqop

safety or healeh ceasons.

. Low "Tar" And Similar Claims Are ot Davice Claims
Lader TFa Law.
zor 18 law

The Panel dia not identify che health claim that |t

perceived in filter Cigarette advertising, Since much current
advertising focuses on the levels of “rapn and other ingredients

in cigarette smoke, howaver, it ig worthwhile

peinting out thar
advertising clearly does not constitute

such healeh claims.

That conclusion remains true even when considered against che
background of theories alleging relaticnships of cigarette

smoking to diseass. A Yepresentatiaon regarding the reduction

cf a2 smoka cSmponent does note conscitute a device claim.
over,

More-
SuUCh a representation would not te a device claim aven

1f it were to be accompaniaed by an exprass stacement relacting
the reduction ko health effects,

Cnderstanding tre true nature of a low "tar” or

similar clain beginsg with an accurata definition of the pro-

duct. The Panel was able to recommend that filter cigarettes

be regulated as redical devices only by considering the filter

23 a Product separata from thae Test of the cigaretts, Ia facs,
ncwaver, clgaratte Tanufacturars do net sell Clgarette filters
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separately ts the public. A cigarette, whether filtered or un-
filtered, 1s an article designed to produce tchacco smoke, and
the ccmplete cigarecte, not lts separate corpenents, is :he
sroducs teing marketed. Those manufacturers who emphasize rthe
effectiveness of the filter or the "rar” content do so as 1
means of describing the totacco smoke. The filter is merely
one means to achieve this end, and not the product itself.

If tobacco is medified so as to croduce low “"tar”
smoke without use of a filter, there would clearly be no argu-
ment that the cigarecte was a4 medical device -- the Fanel's
recommendation was based cn the presenca of an attached filter.
A difference in regulatory status based on whether or net a
filter is used to achieve the “"tar" reducticn is plainly
specious, however, because 1t is unrelated ¢o che product
actually being marketed -- an articlae for producing tobacco
smoke.

Onca it is recognized that filver cigarette manu-
facturers are selling cigarettag -- not filters -- it beccrmes
obvious that representaticns related to the reducticon of smoke
components are not device claims. This conclusion follows
from the legal distincticn between claims about the presence
in a praduct of an allegedly baneficial ingredient and claims
about the absencs or reduction of an allegedly daleterious
ingradient. Whild FDA and the Federal Food, Drug, and Cosmetic

Act racognize the pessibilizy 3§ drug or device claims arisiig
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cut of the former, they do not recognize that possibilicy with
resgect tc the latrter. femoving an ingredient claimed by scme
to bte harmful from a precduct and announcing its removal dces
not ccnvert the preduct into a drug of davice,

In the only 3judicial ruling on point, the court

in Faderal Trade Comm'n v. Liggett & Myers Tchacco Co., 1C38

F. Supp. 573, 575 (s.D.M.¥Y. 1952), aff'd 201 F.2d 955 (2d Cir.
1951), squarely held chat representaticns about a produce's
lack aof adversse effacts are not therapeutic claims. That
action was breought by the FTC under the Federal Trade Commis-
sion Ac¢t, which in 15 U.5.C. § 55 incorporates the same
definiticns of "drug” and "device" as in thea Federal Food,
Ozug, and Cosmetic Act. The court rejected the FTC's conten-
tion that certain cigarettes were drugs hbecause they were repre-
sented as preventing irritation and having no adversa effect
on smokers. 108 F. Supp. at 571, 57%. Distinguishing earllier
cases in which cigarettes claiming bensficial effects were
held to ba drugs, the court held that a repressntation of a
"non-advarse” effect did not make a cigarette a drug. 108
F. supp. at 3735.

Although FDA appears not to have expressly articulated
this pfinciple, its validity is evident from tha agency's
treatment of analogous claims. If a low "“tar” rapresentation
for a cigarette is a health claim, then many widely made claims

for foods would also be medical claims and weould render the
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preducts drugs. For example, various diseases have been linked
to sugar., cholesterol, sodium, and obesity, but foods sromoted
2as low in cholesterol, soeium. fat, calories, or sugar are rot
regarded as drugs by FDA.-/ As another example, “"contains ro
preservactives or other addicives" i3 not regarded as a drug
claim despite the implication that additives and preservatives
are bad for one's health. If filtar cigarettas are davices

tecause of low "tar" claims, then all theses products would

be drugs.

A manufacturer may not only claim reduction or elimin-
ation of a delstericus ingredient without rendering the product
a drug or device, he may also explicitly identify the hazard
assoclated with the deleted ingredient.

Thus, for example, a food product could be labeled
"Contains no saccharin -- which has been found to causa cancer
in laboratory animals and may be hazardous to your health.,”
and the product would not thereby becoms a drug. Without
becoming a drug, a product could claim to ba free of fluocro-
carhbon propellants and note that such products may harm the
ozone layer and accordingly human health. Labeling of a

sugar-free chewing gum may, without making the product a drug,

*/ One must recognize the distinction between, on thae one
~  hand, unproven and hence potantially misleading claims
and, on the other hand, drug or device claims. FOA limicts
the nature of a low-cholesterol claim to a specific format
{21l C.F.R. § 101.25) -ecause of the unestablishad connection
Setween croleszersl and d.saase, Lbut there iLs no suggestion
thaz a low cholesterol claim makes the food into a drug.
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refar =0 tha link between sugar and dental caries and assert
vhat the product "does not promote tacth decay.” A reduced
calorie fcad product could describe the medical Zangers
assocrated with obesity without teceming a drug.

TDA regulations have recognized the examples of nvpo-
LIS

allergenic foods and cosmetics (21 C.F.R. §§ 10s.62, 701.138).
Cnder these regulations a food or cosmetic may explicitly
represent that it is less likely to cause an allergic reacticon
because certain ingredients are not present. Such a repre-
sentation doas not, howaver, make the product a drug.

Applying these principles to cigarettes, it is indis-
putable that low "tar" and other claims relaced to reduction
of smoke components are not representations that would make
cigarettes devicas., Since, as shcwn abaove, explicit statemencs
can be mads about the consequances aof eliminating ingredients
without rendering them drugs or devices, it is clear 3 forriori
that a cigarette i3 not a drug or device based on tha subtle
implications in advertisemancs apparently discerned by the
Panel membars.

E. ‘The Consequences of Requlating Filter Cigarettes As
aw was Not [ntended

Cevices Demonstrate that The Davice L
to Apply to Them.

If cigaretta fllters ars declazed to be davices on

the tneory that they are being affared for the pravention or

mitigation of disease, the Act requires a demonstration

*/ The regulation on nypoallargenic cosmetics wajd recently ia-
validated by a court for reasons unrelated to the point,
See 43 Fad. Reg. 10553 (Mar. l4, 1378).
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that the filters are =ffactive for their intended use. It

ras ot teen shown, ~cwever, that “tar," or any component as
found in =okacco smoxke, causes diseasa, nor have any hazards
teen established for various levels of such substances,
ASs a result, filter cigarecte manufacturers would

be unable %o meet the burden of proof imposed on device
manufacturers, and FCA would evidently ke cobliged to ban
filter cigarettes. The public interest would plainly not te
served by such action. Smokars would be denied the milder
raste and other advantages of filter cigarettes, and the oqutcry
from consumers would undoubtadly be substantial., All would
rightly wonder how the public interest was being served by

an FDA ban on filter cigarettes {and only filter cigarettes).
Interpreting a regulatory statuts so as to result in a ban

that woyld be universally perceived as misguided and irre-
sponsibla further demonstrates that, as matters of good logic,
common sense, practical dictatss of tha market placs, and public
pelicy, cigaratte filters were not meant to Le regqulated as
medical devicas.

Even if a ban were avoided, regulating filter cigar-
ettes as devices could unnecessarily stultify the development
of new types of filters by subjecting them to lengthy and costly
clearanca procedures involving difficult or insurmountable bur-
dens of procf. Such cbstacles would ba raised by legislatien

designed to further the public health although, in the context

L.a 2003370
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of filter cigarettes, compliance with the Act's requirement

cannot 0ssibly bernefic the public “ealth, Th:s paradox

tlluminates the irrationality i1in attempting to regulatce filcer

cigarectes as devices. Filter cigarettes do not satisfy the

definiczion of a davice and, even 1f chkey did, 1t would te

senseless to regqulate chem as devices.

II. FOA Regqulation of Cigaratta Filters Would Conflice Wizn

Fadaral Lagislaticn Cealing Specifically With Ciqaret:;s

In legislation enacted in 1965 and 1969, Congrass
established a comprehansive program to deal with smoking and
health issuss and reserved for itself the exclusive authority

to formulate policies concerning the labeling, advertising,
L ]

and sale of cigarettes. Assumption of regulatory adthority

over cigarette filters by FDA would nacessarily bring the

agancy into conflict with the preemptive purpcse of thesa

Acts.

A. Congress Has Prsempted the Field of Smoking and Heaith
Aegulacion.

The axpreas provisions and legislative history of
the Cigaretts Acts of 1965 and 1969 make clear Congress’' in=-
tent =5 preclude FDA and c:ier faderal administrative agéncies

from requiring health-related labeling different from that

*/ L U.5.C. 5§ 1331-11340.
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required ty the Acts. In addicion, thosa Acts rake clear =-re

congrassional intent o preclude any agency frem srohibiting

¢r rastricting the sale of cigarattes,

When 1t adcpred the two Cigarette Acts, Congrass
sought to balance the complex intarests invelved in the

smoking and health controversy. That bSalance was reflecrted

in the statute itself, which stated that its opurpose was:

(Tie astablish a comprehensive Federal pro-
gram to deal with cigaretts labeling and
advertising with respect to any relation-
ship batween smoking and health, whareby

(L) the public may te adequately informed
that cigaratte smoking may be hazardous to
health by inclusion of a warning to that
affect on each package of cigarettas: and

(2) commerce and the rational economy may
be (A) protected o the maximum extent con-
sistent with this declared policy and (8)
not impeded by diverse, ncnuniform, and
confusing cigarette labeling and advertis-
ing regulations with respect to any rela-
tionship between smoking and health. */

Congress decided :1n 1965 that the continued sale
and advertisemant of cigaraettes should be permitted, but
directed manufacturers tc provide a prescribed warning to the

smoking public concerning the asserted health hazards of

*/ 15 U.5.C. § 1331,

e

.- =70 -
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The Cigarecte labtel:ng and Adver:xsznq Act of 19363

szel.2d cut zhe health-ralared statement to be required on
all cigarecce Packaces, and che Act Prohibiced all ocrer

fgaleh-relaced labeling:

NO statement reiating ro smoking and
“ealth, other than the Statement reguired
by Section 1333 of this title, shall be
required on any cigaretta Package. */

Congressional preemption of the field of smeking
and health was not limited to questions of labeling and adver-
tising. Congress ratained for itself the solas aythority to

maks ragulatory policy in the area, including the power to

decide whethar the sale of cigarettes should be restricted.

This preemptive intant has been clearly recognized

by FDA in the past. 1In 1972 congressional hearings, for

example, FDA Commissicnar Charles C. Edwards statad:

Congress has clearly enunciated jts policy
On cigarettes in section 2 of the Public
Health Cigarette Smoking Act. This prao-
vides that the sublic should be adequately
informed about tha hazards of smoking and
that commerce and the national economy should

be protected to the Mmaximum extant consistent
with this declared policy e
This Act also we telisve demonstrates that
the regqulation ot Cigarettes is to be the
domain of Congress. No statement ralating
ta smoking and health can be required on

cigarettes excapt the warning prescribed by
Congress.

/13 U.5.C. § 133d{a).

LIG- 9&724
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L L 3 »

In sum, labeling or fanning cigarattes
3 a step that can be takan only by che
Congress. Any such move by FDA would be

Lneonsistent with the ¢lear congressional
intent. */

Commissioner Edwards' Statement rested cn a solid

foundation. The 1965 and 1969 Acts reflact the inteng of

Congress as o how cigarettes ara to ha marketed. A stated

purposa of the Acts is "to establish a comprehensiva Fedaral

Frogram to deal with cigarette labeling with respece to any
«w

relationship between smoking and health," — In addition,

thea Acts demonstrate a detarmination that cigarettes shall

ba marketed, and thac Congress alone will decidae what rescr:c-
tions, if any, will te placed on their saie. Tha cigaratte

acts direct HEW and FTC to subtmit annual reports on smoking

l.'/

questicns with “"recommendations for legislacion.” Buc,

43 the House Interstate and foreign Commerce Committes stated

in its report on the 1565 Act:

The determinacion of appropriate remedial

aceclion in this area . . ., is a responsibility
which should be exercised By the Congress

after considering all facets of the problem, *ree/

*/ Hearings on the Public Health Cigarette Amendments of 1371
- Before the Consumer Subccmmittee cf the Senats Commerce
Commitces, 32d Cong., 2d Sass. 242 (1972).

¥/ 15 U.s.C. § 1331,

*v*/ 15 U.s.C. §§ l337(a), (B).

*t**/ H.R. Rep. No. 449, 89eh Cong., lst Sess. 3 (1965).
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B. Regulation of Cicarette Filters As Medical Devices Would
Necessarily Lonflict With the Cigarette Acts.

There are basically only two kinds of action open to
FDA L2 it cdetermines that cigarette filters are davices. It
can prohibit some or all tilters; or it can require certain
labeling concarning the filters. Naither type of action

would, however, be permissible undar the 1965 and 1969 Cigar-

atte ACts.

1. The Stancdard Setting Authority for Davices Could Not
Ba Enforced.

The essential feature of device regulation under the
Federal Food, Drug, and Cosmetic Act is the statutory prohibi-
tion on the sale of devices that FDA determines have not baen
proved safs and affactive. Thua, if FDA wers to regulate
cigarstte filters as devices, ths agency would prothic thosa
filters that did not meet its established criceril.‘—/

In the case of filter cigarettes, however, it is

impossible to ban a filter without also banning the cigarette.

A filter cigaretta is developed as a unit. substlitution of

the filter with a different kind would change the taste and

*/ FCDA also has autherity over minor aspects of production
=" and marketing such as sanitation, but these controls are
collateral to the basic purposas of device cequlation.

*v; The criteria would vary in form dapending on whether FDA
- requlaced cigarette filters through premarketing approval,
performance standards, or general postmarketing controls, but
the result in any case would be the same.

Li6— F4TIS
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other characteristics of the Cigarette, and the résulting cigar~-
2tte would not be the 5ame as tre ong Previously marketed.

Any FDA required change in the compesition of
filter cigaracte would plainly be inconsistent witp the
Cigaretta Acrs, which determined that cigarettes should
continue to he marketed. An Fpa imposed refermulation of
filter cigarettes would Certainly damage the sales of the
brands affacted and could seriously discupt all clgaretta
marketing, sincs 4pproximately 99 percent of the Cigarettes
sold in the fountry have filrers attached., Fpa action that
reduced sales of some or all cigarette brands would amount to
A restriction of the kind prohibitasd by Congress.

The congressional intention that administrative
agencies not tamper with cigarettes in a way that might
affect thair marketing has bean repeatedly evidanced. [isg-
Cussing proposals by the FCC to ban clgaretes advartising in
broadcast media ang the FTC to require health warnings in
Print advereising faor tigarettes, the House Interstate and

Foreign Commerce Committee said in jtg teport on the 1969
Agt:

It is cbvious that ig [the proposaed)
regulations are allowad to 30 into affect
+ « .« they would have an impact on armas
far beyond those intended by Congress to

be regqulated by thase agencies. The
Tequlations.. . . wauld affsct tha grow-
ing, sale, and manu!ac:ur:ng af tobaccs
fOv cigarattes and tha persons Involve
in or affected by those act vities.
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These activicies cue ACross the whole
specirum of cormercial and social life

in the United Sta-ag. It .5 therefore an
area wnere the Ccocncrass, 1f adnvore, nuse

Take sol:icy,

L] *

Aside from the guestions of fénscitutional
and statutory law which the two agencLes'
Procosed rules raise, they are an assump-
tion by these agencies of policymaking wich
~2Spect to a subject matier on which the
Congress has made pelicy (see section S5(b)
of the Act), has stated its intentign to e
the exclusive colicymaker on the subject
mattsr, at least until July 1, 1969 (see
section 10 of the Act), and has given scrong
indication of its (ntention to continue to
do so.

Therefore, the Committee feals it is incum-
bent on the Congrass to act on tha reported
legislation in order :o prevent intrusion by
the Federal Communications Commission and
the Federal Trade Commissicn into basic
areas of policymaking which it has reserved
to itselt.:/

Congress enacted the propased legislation as the Public Health
Cigarette Smoking Act of 1369.

In its unpublisned cpinicon :n American Public

Hdealech Association v. Consumer Product Safercy Corm'n, C.A. No.

74-1222 (D.D.C. April 23, 1975). the districet court disregarded
these clear congressional directives and determined that the
Consumer Product Safety Commission could lawfully exercisae

Jurlsdiction over cigarettas under the Faderal Hazardous

o
W
[+
L

¥/ H.R, Rep. No. 31-28%, 9lst Cong., lst Sess. at 4-%
{amphasis added).
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sunscances AZT t3 LTEGSe zauricnrary label stacemenzs 2

frzm thcsa spectfiad Ty Csngress or T2 Dan ent.rely :-"e
v/

of n.gh-car sizareszzas.

cocngressional response to che APHA decirsicon was

rapid and explicit. ©Gn Jure 24, 1975, the Serate Ccmmerce

Committee and the House Caommittee on Interstace and Fcreigs
cermerce ceported bills that eliminated CPSC's autnoricy t2

regulace cigarette labeling cr %o ban cigarettes under the
li/
THSA.—  The bill reported t¢ the House simply eliminaced

-spacce and tobacco products from the coverage of the FHSA.

rue Senate commitzee's bill permicted CPSC to retain juris-

diction over tobacco products as an "ignition source." F.Lve
of tha Senate committes members objected to this limiced

grant of authority, stacing that:

The Consumer Preduct Safety Commission

lacks the axpertisa and the resources to

deal with this guestion. 1t does net have
the competence to make critical judgments

as to the relationship becween burning rates
of =abacce products and necessarily inter-
twined and paramountly impoertant guesticns
relating to the ccmponents of cigarecte smoKe.
~hpse are all aspects of tha basic regulation
S5F tobacco products, partxcularly cigarettes,
Zhich Congress hag retained for final cecision,

*/ The district court's decision was never tested an appeal,

- byt was vacated as moot when Congress repudiated 1T3 nold-~
ing. The decision, which contravenes the plain language og che
preemptive provisions of the cigarstte acts and the clear .egis~”
lative intent to-reserve the field of smoking and bealth for
conqressional policymaking. 13 not antitled to serious con-
sideracisn. It snould not jovern rhe determinacion uEec;er
cigarette filters may te regulated under -he Faderal fcod.

prug, and Cosmetic Act.

«w; 5. Dep. 0. 94-251, 34th Cong., Lst Sess. {1375); H.Z.
—  Rep. No. 94-13i5 {1975).

qh7:q
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tased on input frcm all agencies of the govern-
Tent. The Congress, teing the only body in a
cosition T2 evaluate all sertinentc faceoars,
snould continue 1ts fully-considered colicy

=f retmaining final authority on tiis area.v/

{n =he end, this cosition prevailed. The Confererce Cemmi-=oe

deleted :he provisions granting che Cammission authority over
!'/

cigaret=tes as an ignition source, and Congress enacted a

statute that eliminated all CPSC authority to regulate cigar-
aczes.

Just as Congress saw the issue of cigarectes as
igniticon sourcas inextricably tied to cigarette policy as a

whole, so also would it view the regulaticn of cigarette

-y
L
filters as intertwined with national gelicy on tobacco pre- 5‘*;;
-1z
ducts, An PDA ban on certain filters would bring the agency i '!'ig
t g L=
squarely into conflicet with the preemptive purpcse of the %! }a-t
¥ 5
Cigaretta Acts. i? fl Z
| §b1 2
13133
2. FDA Could Not Recuire Filter Cigarettes To Be labeled :E! t;
As Devices. R T A
As Devices. 13 { 2?2
;3- iz
The Cigarette Acts not only preempt FDA's authority 2 i‘ g
;‘-\
to approve and disapprove specific filters,

they also preempt
FOA's authority to require the labeling that would be necessary

if filrers were regulated as devices,

*/ §. Rep. ne. 94-251, 34th Cong.,

lsc Sess. 43 (1975)
{(emphasis added).

**/ H.R. Rep. No. 94-1022, 94th Cong., 2d sSess. 16 (1376).
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tnder Section S02(f1 of zhe Act, a device must

cear "adeguate dirsctions for use.” FDA regulations define
"adequate directicns for usa” Zor a device as including
*sratements of all conditiaons, purposes, or uses for which
such device is intended, including conditions, purposes or
uses for which it 1s prescribed, reccmmended, or suggested
" 21 C.F.R. § 80l.5{a}. It is clear from this regula-

cion -~ and from the law generally -- that filter cigarette
labeling would have to include a statemegt of the filter's
indicated use if the filter is a device. But any such

statament would necessarily constituce a statesment about

~
smoking and health, wh:.c!;i'z.s axpressly prohibited by the 1363 _-_E‘i’
and 1969 Cigarette Ac:s.__/ il:!‘%
The regulatcry scheme for medical devices is wholly %I%!E
inappropriate for products far which FDA cannot regulate tie ‘;Q_!iié
labeling claims. Tha schema depends entiraly on FDA's determin- i:"g =
ing the accuracy of claimed benefits and limiting label claims EE!EE
-0 those benefits -- an impossibilicy where FDA cannot ragulace 53'!3 %
tne labeling. Moresover, the labeling information 1s rot limited g E E“

*/ Mr. Levine apparently had this requirement in mind when

- ne told the Panel, "These davices and device manufacturers
will have to come before the FDA with labeling, will have to
come befora tha FDA with testing, will have to come before the
FDA with their warnings and thair advertising.” (Tr. 118.)

**/ "No statement relacing €2 smoking and health, other than

the statement required by Section 1333 of chis ticle,
shall be required on any cigarette package." 13 u.5.C. §
1334 (a).
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-2 a jeneral stacement of a davice's :ndicated use. very
specific language may ce rnecesgsary td distinguish ameng similar
davirces of rarying affectiveness. [£, for example, =ne X
dgyvice srevents saven different diseases while the similar ¥
deyice mitcigates cnly one. rhat difference must te communlzates
+n lareling if whe regulatery schema LS to be meaningful. 3Lt
Ln the case of cigarettas absolutrely 7O nealth related label-
1ng could be requized, and the stacutary plan £=r requiating
~adical devices cannot therefore re implemented.
In SWmnarLy. tha Cigaretcs Acts would prevent FOA

woth from banning types of filter cigarettes and from regulz-
Lng labeling relaced to nealth tenefits. yizh these gssentlil
slements of medical device regulation preempted, i= is obvigus
that Congress did not intend for cigaretts £ilrers to be regu”

lated as devices.
CONCLUSION

Wa have shown 1i trese comments gmat clgarette £ilcers
are not tdevices" within rhe meaning of the Federal Food, DLug:
and Cosmetlc Act. A product can pe regulated as a medical
davice only on the basis of che manu!acture:'s nealth clairxs.
and filter cigarette manufacturers simply do not make such
claims. Yorecoverl, ragulation of filter cigarettes as devices
18 precluded py sctatutes regulating cigarettes that preempt

action by faderal agencies of the sort urzed 29 FOA iR
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